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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under ttie provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )|3 Responsive to comnnunication{s) filed on 19 December 2003 . 
2a)n This action is FINAL. 2b)[3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-12 is/are pending in the application. 

4a) Of the above claim(s) 1-11 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 12 is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) 13 Claim(s) 1-11 are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be heid in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1,121 (d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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5) D Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 

Election/Restrictions 
Applicant's election with traverse of Group III in the paper filed on 12-19-2003 is 
acknowledged. The traversal is on the ground(s) that the examination of the entire application 
will not impose a serious burden on the Examiner. A search of the claimed calcium phosphate 
particles would include methods of making said particles. This is not found persuasive because 
the searches of the various groups would not be coextensive in scope and therefore constitute a 
serious burden. 

The requirement is still deemed proper and is therefore made FINAL. 
Claims 1-12 are pending. Claims 1-11 have been withdrawn from consideration. Claim 
12 is currently under examination. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. 

The status of the claimed priority documents on page 1 of the specification must be 
updated to reflect the current status of the recited applications. 
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Priority 

Applicant has not complied with one or more conditions for receiving the benefit of an 
earlier filing date under 35 U.S.C. 120 as follows: 

The later-filed application must be an application for a patent for an invention which is 
also disclosed in the prior appUcation (the parent or original nonprovisional application or 
provisional application); the disclosure of the invention in the parent application and in the later- 
filed application must be sufficient to comply with the requirements of the first paragraph of 35 
U.S.C. 112. See Transco Products, Inc. v. Performance Contracting, Inc., 38 F.3d 551, 32 
USPQ2d 1077 (Fed. Cir. 1994). In the instant case, application 09/496,71 1 does not disclose 
particles comprising a calcium phosphate core, a therapeutic agent and a layer of casein or 
methods of delivering said particles. Consequentiy, with regard to art available under 35 U.S.C. 
102, the priority date of the instant appUcation will be 2-8-2001 . 

Claim Objections 

Claim 12 is objected to because of the following informalities: Said claim is dependent 
on non-elected claims (inventions). Appropriate correction is required. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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Claim 12 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

The claims are drawn to the delivery of a vast genus of particles encompassed by claim 1 . 
To fulfill the written description requirements set forth under 35 USC § 1 12, first paragraph, the 
specification must describe at least a substantial number of the members of the claimed genus, or 
alternatively describe a representative member of the claimed genus, which shares a particularly 
defining feature common to at least a substantial number of the members of the claimed genus, 
which would enable the skilled artisan to immediately recognize and distinguish its members 
from others, so as to reasonably convey to the skilled artisan that Applicant has possession the 
claimed invention. However, the specification does not disclose distinguishing and identifying 
features of a representative number of members of the genus of peptides (or the component 
therapeutic agents) to which the claims are drawn, such as a correlation between the structure of 
the particle and its recited function, so that the skilled artisan could immediately envision, or 
recognize at least a substantial number of members of the claimed genus. Therefore, the 
specification fails to adequately describe at least a substantial number of members of the genus 
of peptides to which the claims refer; and accordingly the specification fails to adequately 
describe at least a substantial number of members of the claimed genus of particles. 

MPEP § 2163.02 states, "[a]n objective standard for determining compliance with the 
written descripfion requirement is, 'does the descripfion clearly allow persons of ordinary skill in 
the art to recognize that he or she invented what is claimed' The courts have decided: 
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The purpose of the "written description" requirement is broader than to merely explain how to 
"make and use"; the applicant must convey with reasonable clarity to those skilled in the art that, 
as of the filing date sought, he or she was in possession of the invention. The invention is, for 
purposes of the "written description" inquiry, whatever is now claimed. 

See VaS'Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563-64, 19 USPQ2d 1111,1117 (Federal 
Circuit, 1991). Furthermore, the written description provision of 35 USC § 1 12 is severable 
from its enablement provision; and adequate written description requires more than a mere 
statement that it is part of the invention and reference to a potential method for isolating it. See 
Fiers v. Revel, 25 USPQ2d 1601, 1606 (CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical 
Co. Ltd., 18USPQ2d 1016. 

The Guidelines for Examination of Patent Applications Under the 35 U.S.C. 112, 
paragraph 1, ^Written Description'' Requirement (66 FR 1099-1111, January 5, 2001) state, 
"[p]ossession may be shown in a variety of ways including description of an actual reduction to 
practice, or by showing the invention was 'ready for patenting' such as by disclosure of drawings 
or structural chemical formulas that show that the invention was complete, or by describing 
distinguishing identifying characteristics sufficient to show that the applicant was in possession 
of the claimed invention" (Id. at 1 104). Moreover, because the claims encompass a genus of 
variant species, an adequate written description of the claimed invention must include sufficient 
description of at least a representative number of species by actual reduction to practice, 
reduction to drawings, or by disclosure of relevant, identifying characteristics sufficient to show 
that Applicant was in possession of the claimed genus. However, factual evidence of an actual 
reduction to practice has not been disclosed by Applicant in the specification; nor has Applicant 
shown the invention was "ready for patenting" by disclosure of drawings or structural chemical 
formulas that show that the invention was complete; nor has Applicant described distinguishing 
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identifying characteristics sufficient to show that Applicant were in possession of the claimed 
invention at the time the application was filed. 

The Guidelines further state, "[fjor inventions in an unpredictable art, adequate written 
description of a genus which embraces widely variant species cannot be achieved by disclosing 
only one species within the genus" (Id. at 1 106); accordingly, it follows that an adequate written 
description of a genus cannot be achieved in the absence of a disclosure of at least one species 
within the genus. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 12 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 12 is rendered vague and indefinite by reciting the phrase "therapeutic amount". 
The phrase "therapeutic amount" is indefinite when the claims fail to state the therapeutic 
function that is to be achieved. See In re Frederiksen & Nielsen, 213 F 2d 547, 102 USPQ 35 
(CCPA 1954). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obUgation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lee et al. (WO 
00/15194 IDS - 4/15/2002) in view of Corrigan et al. (WO 99/03451). 

The instant invention is drawn to a method of delivering a therapeutic amount of a 
therapeutic agent to a patient comprising orally dehvering one or more particles wherein said 
particles comprise a calcium phosphate core, a therapeutic agent associated with said core and a 
casein layer that at least partially covers said core. 

Lee et al. disclose the use of calcium phosphate particles as an adjuvant or dehvery 
vehicle for therapeutic compounds or antigens (see abstract and pages 1-4). Lee et al. differs 
from instant invention in that they don't disclose the use of casein as a coating substance for the 
calcium phosphate particles. Corrigan et al. disclose the use casein in pharmaceutical 
compositions to reduce the irritating effects of the active ingredient (therapeutic compound) [see 
page 5 lines 10-14] and to provide controlled release pharmaceutical compositions for oral 
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administration (see page 6, lines 4-6). Corrigan et al. further disclose that casein can be used in 
conjunction with multiple formulation "forms" including granules (i.e. particles) [see page 7, 
lines 20-32]. Consequently, it would have been obvious for one of skill in the art to use the 
casein disclosed by Corrigan et al. in conjunction with the calcium phosphate particles disclosed 
by Lee et al. in order to take advantage of the reduced gastrointestinal irritation and increased 
drug delivery associated with the use of casein. One of ordinary skill in the art would have had a 
high expectation of success since Corrigan et al. disclose that casein can be used with "granular 
formulations" and Lee et al. disclose that liposomes and polymers may be used to encapsulate 
their calcium phosphate particles wherein the liposomes serve as a delivery vehicle for the 
calcium phosphate particles (see page 20, line 30 to page 21, line 1). It should be noted that 
casein forms naturally forms microspheres in solution and hence is, by definition, a type of 
liposome/polymer as disclosed by Corrigan et al. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications fi-om the 
examiner should be directed to Robert A. Zeman whose telephone number is (571) 272-0866. 
The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number for the 
organization where this apphcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Mformation Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpubUshed 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




TEHNOLOGY CENTER 160O 



Robert A. Zeman 
April 1, 2004 



